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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election with traverse of species (b) (the hybridization blocker 
oligonucleotide comprises only a 5 f sequence that is not complementary to the first 
oligonucleotide moiety in claim 3) in the reply filed on June 28, 2007 is acknowledged. The 
traversal is on the ground(s) that "[Applicants respectfully note that claims 2 and 3 
(corresponding to species (a) and (b)) do not recite that the hybridization blocker oligonucleotide 
comprises 'only' a 3 f or 5' sequence, respectively. Rather, claim 2 and 3 recite that the 
hybridization blocker oligonucleotid 'comprises ' a 3' or 5'sequence that is not complementary to 
the first oligonucleotide moiety. Accordingly, it is respectfully submitted that the hybridization 
blocker oligonucleotides operationally connect the methods of putative species (a), (b) and (c)". 

After carefully considering applicant's arguments, the examiner agrees to withdraw the 
species election and combine species (a) to (c) for the examination. Therefore, claims 1-8, 10- 
15, 20-30, and 74-78 will be examined. 

Drawings 

2. Some words in Figure 13 are hard to read. New Figure 13 is required in response to this 
office action. No new matter may be introduced in the required drawing. Each drawing sheet 
submitted after the filing date of an application must be labeled in the top margin as either 
"Replacement Sheet" or "New Sheet" pursuant to 37 CFR 1.121(d). 

Oath/Declaration 

3. The examiner cannot locate a oath/declaration in this instant application. 
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Specification 

4. The abstract of the disclosure is objected to because the length of the abstract is more 
than 150 words. Correction is required. See MPEP § 608.01(b). 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

6. Claims 1-8, 10-15, and 20-30 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

7. Claim 1 is rejected as vague and indefinite in view of the phrase "the hybrid comprises a 
3' terminus of the first or second oligonucleotide moieties" in (d) of step (i) because a hybrid 
formed by the first portion of the first oligonucleotide moiety and the portion of the second 
oligonucleotide moiety must have 3* terminus of the first or second oligonucleotide moieties. 
Does this phrase mean that the hybrid comprises a 3' terminus of the first or second 
oligonucleotide moieties that has an ability to extend in an amplification reaction or mean 
something else? Please clarify. 

8. Claim 6 is rejected as vague and indefinite because it is unclear whether all of the bases 
of the first portion of the first oligonucleotide moiety are complementary to the hybridization 
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blocker oligonucleotide in a hybrid formed by the first oligonucleotide moiety and the 
hybridization blocker oligonucleotide or not. Please clarify. 

9. Claim 1 5 is rejected as vague and indefinite because it is unclear what is combined with 
the hybridization blocker oligonucleotide. Please clarify. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

11. Claims 1-3, 6, 8, 13, 14, 21, 27, and 74-78 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Kurn (US Patent No. 6,815,164, filed on October 9, 2001). 

Regarding claim 1 , Kurn teaches a method of detecting an analyte, comprising: (i) 
combining: (a) an analyte (ie., the target nucleic acid sequence); (b) a first proximity member, 
comprising a first analyte-specific binding entity that is capable of forming a complex with the 
analyte and that is conjugated to a first oligonucleotide moiety comprising a first portion (ie.,-the 
first probe); (c) a second proximity member, comprising a second analyte-specific binding entity 
that is capable of forming a complex with the analyte and that is conjugated to a second 
oligonucleotide moiety comprising a portion that is capable of hybridizing to the first portion of 
the first oligonucleotide (ie., the second probe); (d) a hybridization blocker oligonucleotide (ie., 
the third probe), where the hybridization blocker oligonucleotide comprises a portion that is 
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capable of forming a hybrid with the first portion of the first oligonucleotide moiety; (ii) forming 
a hybrid comprising the first portion of the first oligonucleotide moiety and the portion of the 
second oligonucleotide moiety, where the hybrid comprises a 3' terminus of the first or second 
oligonucleotide moieties; (iii) extending the 3' terminus to produce an amplicon; (iv) amplifying 
the amplicon to produce an amplification product; and (v) detecting the amplification product; 
wherein detection of the amplification product allows detection of the analyte (see claim 30 in 
columns 40 and 41, Examples 1 and 2 in columns 34-36, and Figure 13 with the examiner's 
handwritings). 

Regarding claims 2, 6, and 8, Kurn teaches that the hybridization blocker oligonucleotide 
(ie., probe C in Figure 6) comprises a 3 ? sequence that is not complementary to the first 
oligonucleotide moiety as recited in claim 2 wherein the hybridization blocker oligonucleotide 
forms a hybrid comprising all of the bases of the first portion of the first oligonucleotide moiety 
as recited in claim 6 and the first portion of the first oligonucleotide moiety is about the length of 
the entire first oligonucleotide moiety as recited in claim 8 (see Figure 6). 

Regarding claims 3, 13, and 14, Kurn teaches that the hybridization blocker 
oligonucleotide (ie., hairpin probe in Figure 12) comprises a 5 1 sequence that is not 
complementary to the first oligonucleotide moiety as recited in claim 3 wherein the hybridization 
blocker oligonucleotide comprises a double-stranded portion that is 3' of the portion of the 
hybridization blocker that is capable of forming a hybrid with the first portion of the first 
oligonucleotide moiety as recited in claim 13 and the double-stranded portion comprises a 
hairpin loop as recited in claim 14 (see Figure 12 and columns 23 and 24). 
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Regarding claims 21 and 27, Kurn teaches that said amplifying is by a method selected 
from the group consisting of polymerase chain reaction, strand displacement amplification, 
thermophilic strand displacement amplification, self-sustained sequence replication, nucleic acid 
sequence-based amplification, a QP replicase system, ligase chain reaction, and transcription 
mediated amplification as recited in claim 21 and the detecting is quantitative as recited in claim 
27 (see Examples 1 and 2 in columns 34-36). 

Regarding claims 74, 75, and 77, Kurn teaches a method of detecting an analyte, 
comprising: (i) combining: (a) an analyte (ie., the target nucleic acid); (b) a first proximity 
member, comprising a first analyte-specific binding entity that is capable of forming a complex 
with the analyte and that is conjugated to a first oligonucleotide moiety comprising a first portion 
(ie., the first probe); (c) a second proximity member, comprising a second analyte-specific 
binding entity that is capable of forming a complex with the analyte and that is conjugated to a 
second oligonucleotide moiety comprising a first portion (ie., the second probe); (ii) forming at 
least one hybrid comprising the first portion of the first oligonucleotide moiety and the first 
portion of the second oligonucleotide moiety, wherein the at least one hybrid comprises a 3' 
terminus that is capable of being extended to form a complement of a second portion of the first 
oligonucleotide moiety that comprises a 5' terminus; (iii) producing an amplicon; (iv) amplifying 
the amplicon to produce an amplification product; and (v) detecting the amplification product; 
wherein detection of the amplification product allows detection of the analyte as recited in claim 
74 wherein the at least one hybrid comprises the first portions of the first and second 
oligonucleotides as recited in claim 75, and said producing an amplicon comprises extending the 
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3 1 terminus as recited in claim 77 (see claim 30 in columns 40 and 41, Examples 1 and 2 in 
columns 34-36, and Figure 13 with the examiner's handwritings). 

Regarding claim 76, since the claim does not require that a splint oligonucleotide are 
different from an analyte recited in claim 1, here the examiner considers that a splint 
oligonucleotide is an analyte recited in claim 1 . Thus, Kurn teaches two hybrids are formed, the 
first hybrid comprising the first portion of the first oligonucleotide moiety and a first portion of a 
splint oligonucleotide, and the second hybrid comprising the first portion of the second 
oligonucleotide moiety and a second portion of the splint oligonucleotide (see Figure 13 with the 
examiner's handwritings). 

Regarding claim 78, since Kurn teaches to conjunct nucleic acid amplification techniques 
in Example 2 with ligation-based amplification (see column 28, lines 62-67 and column 29, lines 
1-32 and Examples 1 and 2 in columns 35 and 36), Kurn discloses that said producing an 
amplicon comprises: (i) forming a hybrid between the second portion of the first oligonucleotide 
moiety and a third oligonucleotide and (ii) ligating the 3' terminus of the at least one hybrid to a 
5 f terminus of the third oligonucleotide. 

Therefore, Kurn teaches all limitations recited in claims 1-3, 6, 8, 13, 14, 21, 27, and 74- 

78. 

Conclusion 

12. No claim is allowed. 

13. Papers related to this application may be submitted to Group 1600 by facsimile 
transmission. Papers should be faxed to Group 1600 via the PTO Fax Center. The faxing of 
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such papers must conform with the notices published in the Official Gazette, 1096 OG 30 
(November 1 5, 1 988), 1 1 56 OG 61 (November 1 6, 1 993), and 1 1 57 OG 94 (December 28, 
1993)(See 37 CAR § 1 .6(d)). The CM Fax Center number is (571)273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Lu, Ph.D., whose telephone number is (571)272-0746. 
The examiner can normally be reached on Monday-Friday from 9 A.M. to 5 P.M. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ram Shukla, can be reached on (571)272-0735. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to (571) 272-0547. 
September 17, 2007 ^ / 




